Applicant or Patentee: Philip 0. Livingston and Frledhelm Helling Attorney ' « 

Seri.l or P.cent No.: __Doclcet No: 43016-B JPW/M 

Filed r Issu d: 

Title of Invention or Patent: GAMGLIOSIDE-KLH CONJUGATE VACCINE PLUS QS-21 


VERIFIED STATEMENT (DECLARATION) CLAIM IWC 
SMALL ENTITY STATUS UNDER 37 C.P.R. 11.9(f) 
AND $1.2 7(d) - NONPROFIT ORGANIZATION 

I hereby declare that I an an official eapovered to act on behalf of the nonprofit 
organization identified belov: 

of Organisation: Sloan-Ketterlng Institute f o r Cancer Research 


kddT»mm at Organigation: i^/^ York Avenue . _^ 

New York, New York 10021 

TYPE OP ORGANIZATION: 

X UNIVERSITY OR OTHER INSTITUTION OF HIGHER BDUCATIOH 

TAX EXEMPT UNDER INTERNAL REVENUE SERVICE CCX* 26 U.8.C. SfSOl(a) and 

501(c)(3) 

NONPROFIT SCIEKTIFIC OR EDUCATIONAL UNDER STATUTE OF STATE OF THE UNITED 

STATES OF AMERICA 

NAME OF STATE: ^ 

CITATION OF STATUTE: . 

WOULD QUALIFY AS TAX EXEMPT UNDER INTERNAL REVENUE SERVICE CODE 26 U.S.C. 

SJSOKa) and 501(c)(3) IF LOCATED IN THE UNITED STATES OF AMERICA 

' WOULD QUALIFY AS NONPROFIT SCIENTIFIC OR EDUCATIONAL UNDER STATfTTE OF STATE 
OF THE UNITED STATES OF AMERICA IF LOCATED IN THE UNITED STATES OF AMERICA 

NAME OF STATE: ■ 

CITATION OF STATUTE: , 


I hereby declare that the nonprofit organization identified above qualifies as a 
nonprofit organization as defined in 37 C.F.R. 51.9(e)* for purposes of paying 
reduced fees under 35 U.S.C. $4l(a) and 41(b), with regard to the invention entitled 

GANGLIOSIDE-KLH CONJUGATE VArr.TNF. PT.TTg QS-71 

by inventor(s) Philip 0. Liv ingston anH Friedhelin Helling _ 

described in: 

the specification filed herewith _ 

X application serial no. filed , 

patent no. issued . 


I hereby declare that rights under contract or law have been conveyed to and remain 
with the nonprofit organization with regard to the above identified invention. 

If the rights held bv the nonorofit organization are not exclusive each individual ^ 
concern, or organization known to have rights to the invention is listed below and 
no rights to the invention are held by any person, other than the inventor, who could 
not qualify as a small business concern under 37 C.P.R. {1.9(d)* or a nonprofit 
organization under 37 C.F.R. 1.9(c)* 

*NOTE: Separate verified statenienta are required from each peraoo* concern, or 
organiration having rights to the invention averring t their status as saall 
entities. 37 C.F.R. SI. 27. 

Kaae : Progenies Pharmaceuticals > Inc^ 

Address: Old Saw Mill River Road> Tarrvtnvn. n^tj YnrV inSQl . . 


ei*- rwa any rat \ on 


37 C.F.R. J$l.9(d), 1.9(c) 


(d) A small business concern at used in this chapter means any business concern as 
defined by the Small Business Administration in 13 C.F.R. S121.3-18, published on 
September 30, 1982 at 47 FR 43273. For the convenience of the users of these 
regulations, that definition states: 

1121.3-18 Definition of small business for paying reduced patent fees under Title 
35, U.S. Code. 

(a) Pursuant to Pub. L. 97*>247^ a snail business concern for purposes of paying 
reduced fees under 35 U.S. Code 41(a) and (b) to the Patent and Tiadeaerk Office neans 
any businesa concern (I) whose nuaber of eaployeea^ Ircluding those of its 
affiliates » does not exceed 500 persona and (2) which has not aaaigned» granted, 
c nveyed, or licensed, and ia under no obligation under contract or law to assign, 
grant, convey or license, any rights in the invention to any person vh9 could not be 
classified as an independent inventor if that person had made the invention, or to any 
concern which would not qualify aa a s«all businesa concern or a nonpr fit 
organisation under this section* For the purpose of this section concerns are 
affiliates of each other when either, directly or indirectly, one concern controls or 
haa the power to control the other, or a third party or parties controls or has the 
power to control both. The number of employees of the business concern is the average 
over the fiscal year of the the persdns employed during each of the pay periods of the 
fiscal year. Employees are those persons employed on a full-time, part-time or 
temporary baais during the previous fiacal year of the concern. 

(b) If the Patent and Trademark Office determines that a concern is not eligible as 
a small business concern within this section, the concern shall have a right to appeal 
that determination to the Small Business Administration. The Patent and Trademark 
Office shall transmit its written decision and the pertinent sise determination file 
t the SBA in the event of such adverse determination and size appeal. Such appeals 
by concerns should be submitted to the SBA at 1441 L Street, W., Vashington, D.C. 
20416 (Attention: SBA Office of General Counsel). The appeal ahould state the basis 
up n %rfiich it ia daisied that the Patent and Trademark Office initial size 
detenaination on the concern was in error; and the facta and argusMata supporting the 
c ncem*s claimed status as a small business concern under this section. 

(e) A nonprofit organization as used in this chapter means (1) a university or other 
institution of higher education located in any country; (2) an organization of the 
type described in section 501(c)(3) of the Internal Bcvenue Code of 1954 ( 26 U.S.C. 
501(c)(3)) and exempt from taxation under section 501(a) of the Internal Revenue Code 
(26 U.S.C. 501(a)); (3) any nonprofit acientific or educational organization 
qualified under a nonprofit organization atatute of a state of this country (33 
U.S.C. 201(i); or (4) any nonprofit organization located in a foreign country which 
would qualify as a nonprofit organization under paragraphs (e)(2) or (3) of this 
section if it Mre located in thia country. 
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I acknowledge the duty to file, in this application or patent, notification of any 
change in status resulting in loss of entitlement to small entity status prior to 
paying, or at the time of paying, the earliest of the issue fee or any maintenance fee 
due after the date on which status as a small entity is no longer appropriate. 37 
C.F.R. SI. 28(b)*. 

I hereby declare that all statements made herein of my own knowledge are true and tha: 
all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under 18 U.S.C. 
$1001, and that such willful false statements may jeopardize the validity of the 
application, any patent issuing thereon, or any patent to which this verified 
statement is directed. 

Name of Person Signing: James S. Quirk . 

Title In Organization: Senior Vice P fp.^^iHpnt, Rpgparrh ^(^cinurcf^^ Managpmpnf 

Address: 1275 York Avenue _ : 


New ark. New York 10021 


Signature: ^^£4^%tZ^ ^</2U€^ / / 

Date Of Signature: ^/ ^O^jHi^ 


♦See Reverse 


37 C.F.R. SI. 28(b) 


(b) Once status as a small entity has been established in an application or patent, 
fees as a small entity may thereafter be paid in that application or patent without 
regard to a change in status until the issue fee is due or any maintenance fee is due. 
^k>tif ication of any change in status resulting in loss of entitlement to small entity 
status must be filed in the application or patent prior to payings or at the time of 
paying) the e4!irliest of the issue fee or any maintenance fee due after the date on 
which status as a small entity is no longer appropriate pursuant to SI. 9 of this part. 
The notification of change in atatua may b€ signed by the applicant, any person 
authorized tc sign on behalf of the assignee, or an attorney or agent of record or 
acting in a representative capacity pursuant to SI. 34(a) of this part. 


